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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS "\ - 1 dys.com
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoayxr: Ketopon® (keToposniak) pactBop Mulst BHYTPUBEHHOTO M BHYTPUMBILIEYHOTO BBeAeHHS, 30 Mr/m
Batch No / : V230797 Batch Quantity / : 272727 ampules /
Cepusa Ne O6bem cepun 272727 ammyn
Analytical Report No / : 890001697872 Date of Analysis / : 30.10.2023
AHanuTHYecKHH oTgeT No JaTa anaanza

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JaTa npon3BoacTBa I'ogen 10

Analysis performed according ND / Anasins nposeaen no HJI: JII1-001365-170222

Page 1 of 5/ Crp. 1u3 5

1;.00 Test / [ToxazaTesnb Results / PesynbTaTsl Specification / Hopma

1 Description / Onucaune Clear pale yellow solution. / | Clear colorless to pale yellow solution.
Ipo3pauHslit ceemio-xentelit | / Ilpo3pauHblii OGecuBeTHBIN WU
pacTBop. CBETJIO-KENTBIH pacTBop.

2 Identification /
Mo IMHHOCTD

The retention times of the main
peaks in the chromatogram of test
solution correspond to those in the
chromatogram of standard solution
of ketorolae  bumcthamioe  and
naproxen (Assay section) / BpemeHa
yIEp)XHBAaHHA OCHOBHBIX IHKOB Ha
XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT BpEMEHaM
yIOEP)XMBaHUs OCHOBHBIX IHMKOB Ha
XpOMaTorpamme CTaHOAPTHOTO
pacTBOpa KeTopoJiaka TpOMEeTaMuHa
H HanmpoKceHa (paznen
«KOJIHYeCTBEHHOE OTIPEEIEHHEY)

The retention times of the main peaks
in the chromatogram of test solution
should correspond to those in the
chromatogram of standard solution of
ketorolae womcthamine and uaproau
(Assay section) / Bpemena
YOEPXKHUBAHMSA OCHOBHBIX IIHKOB Ha
XpomarorpaMmme HCIBITYEMOTO
pacTBopa [OJKHBI COOTBETCTBOBAThb
BpPEMEHAM YIEpXXKMBAHUS OCHOBHBIX
NIMKOB Ha XpOMaTorpaMme
CTaHIapPTHOrO pacTBOpa KETOpOjaKa
TpOMeTaMMHa M HampoKceHa (pa3znen
«KonuyecTBeHHOE ONpeleICHHE»)

3 Clarity / Ilpo3pauHocTh

Complies / CooTBeTcTBYET

The opalescence of the sample should
not exceed opalescence of reference
suspension . / Onanecuesuus
npemnapara He JODKHA IPEBIIIATh
OMaNIECLIEHLHMIO 3TajlOHa CpaBHEHH L.

4 Color / LIBeTHOCTH 0.04 Not more than 0.20 at 430 nm. /
He 6onee 0,20 npu [IrHE BOJHBI
430 HM.

5 pH 7.38 From 6.9t079./016,9 no7,9.

Remarks: The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBercTByeT TpeboBaHusamM HJL

Conclusion: APPROVED /
3akaogenne: OJIOGPEHO

Harta:30.10.2023

Jarta: 30.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: Pardeep IIporepeno; Himesh Kumar Onobpeno: Menemxkep / PykoBoaurens
Kumar C | Abhishek Chauhan L \\
Reprint Date / Reprint Date / Reprint Date /

Jata: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Hpoaykr: Keropon® (keToponak) pactBop uisi BHyTPUBEHHOrO W BHYTPUMBIILEUHOro BBeieHHs, 30 Mr/mu
Batch No / : V230797 Batch Quantity / : 272727 ampules /
Cepus Ne O0bem cepuH 272727 amnyn
Analytical Report No / : 890001697872 Date of Analysis / : 30.10.2023
AHaauTHUYECKHH 0TYeT N JlaTa anaju3a

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npoH3BOACTBA I'open oo

Analysis performed according ND / Auann3 nposeaen no HJI: JIT1-001365-170222
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6 Particulate matter / Mexannueckue BKJIIOYEHUS
6A Visible particles / Complies / CooTBETCTBYET Should correspond to requirements. /
Bunumsle 4acTULEI B cooTBeTCTBUM € TPEOOBAHUAMH.
6B Invisible particles /
Hesuaumsie yacTHIbL:
i. Particles> 10 um/ 04 not more than 6000 per ampoule /
Yactui pazmepoM > He 6onee 6000 Ha ammyy;
10 Mmxm
ii. particles > 25 pm/ 00 not more than 600 per ampoule /
YacTHUI pa3MepoM > He 6onee 600 Ha amITyJly.
25 MKM
7 Related substances / PoncTBeHHble mpuMecH
Impurity A / Ilpumecs A 0.15% not more than 0.20 % / He Gonee
0,20 %;
Impurity B / ITpumecs B Not detected / He o6HapyxeHa not more than 0.50 % / He Gonee
0,50 %;
Impurity C / Ilpumecs C B _ not more than 0.50 % / He Gonee
elow LOQ (LOQ =0.033%) / -
Huxe npezena KONMIECTBEHHOTO 0,50 %;
ITKO = 0.033 %
Impurity D / [Tpumecs D OTpeLeTeHNA ( °) not more than 0.20 % / ne Oonee
Below LOD (LOD = 0.014 %) / 0,20 %.
Hwxe npenena obnapyxenus (I1O
=0.014 %)
Any unspecified impurity / 0.05% Not more than 0.20 % / He 6onee
EnnHnunas HeMaeHTUDULIU- R 0,20 %.
pOBaHHas MPUMECH

Remarks: The Product confirms to ND/
INpumMeuanue: [Iponykt cooTBeTCTBYET TpeboBaHUAM HJJ

Conclusion: APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Pardeep IMposepero; Himesh Kumar [ Ono6peno: Menemwkap / PykoBoauntess
Kumar Q[/ Abhishek Chauhan GL \
Reprint Date / Reprint Date / Reprint Date / '
Jara:30.10.2023 Jara: 30.10.2023 Jlata: 30.10.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS . o 4 dys.com
CEPTUO®UKAT AHAJIM3A

Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Hpoayxr: Ketopoa" (keToponak) pacTBOp /Ul BHYTPUBEHHOTO M BHYTPUMBILIEUHOrO BBEACHHS, 30 MIr/mn
Batch No / : V230797 Batch Quantity / 2 272727 ampules /
Cepus Ne O0bem cepum 272727 amnyn
Analytical Report No / : 890001697872 Date of Analysis / : 30.10.2023
AHAJTHTHYECKHH 0TYeT Ne Jara ananusa

Date of Manufacture / : 10-2023 Date of Expiry / ¢ 09-2026
Jara npounsBoacTea I'oxen 1o

Analysis performed according ND / Anaaus nposeaen no HJI: JI[1-001365-170222
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Total impurities / Cymma 0.26% Not more than 1.50 % / He 6Goiee
npumeceit 1,50 %.
8 Extractable volume / 1.0 ml/ 1.0 mn Not less than label claim (1.0 mL) /

H3zBaexaeMeblil 06beM

He menee HomunansHoro (1,0 min)

9 Bacterial endotoxins /
bakrepnanbHbie
3HA0TOKCHHBI

<=0.725 EU/mg /
<=0.725 E3/mMr

Not more than 5.8 EU/mg of ketorolac
tromethamine. / He 6onee 5,8 E3/Mr
KEeTOpoJiaka TPOMETaMHUHa.

10 Sterility (every 15th batch) /
CrepuabHoCTb (119 KaXKA0MH
15-0i1 cepumn)

NA

Must be sterile. / JlomkeH OBITh
CTEPUWIBHBIM.

11 Assay / KosimyecTBeHHOE 29.82mg/ 29.82 Mr From 27.0mg to 33.0mg of
onpenesieHne CisHi3NO3-C4H 1 NO; (ketorolac
tromethamine) per 1 mL. / Ot 27,0 Mr
pi(e] 33,0 Mr C15H13NO3‘C4H11NO3
(xeToponaka TpoOMETaMHUH) B 1 ML,
12 Alcohol content / dtanou 11.60 % From 10.60 % to 12.60 %. /

Ot 10,60 % mo 12,60 %.

Remarks: The Product confirms to ND/
IIpumeuanne: IIponykT cootBeTcTBYeT TpeGoBanuam HJI

Conclusion: APPROVED /
3akawuyenne: OJIOBPEHO

Prepared by /
IonroroeneHo: Pardeep

Kumar i

Checked by /
[Iposepeno: Himesh Kumar

M* Abhishek Chauhan

~

Approved by: Manager/Executive /
Ono6peno: Menemiep / PykoBoaurens

A

Reprint Date /
Jara:30.10.2023

Reprint Date /
Hara: 30.10.2023

Reprint Date /
Jara: 30.10.2023

\
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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

AnanuTHYecKHi oTueT Ne

JaTa apanuza

CERTIFICATE OF ANALYSIS o dys.com
CEPTUOUKAT AHAJIM3A
Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
IIpoaykr: Keropon® (keToponak) pactBop [isi BHYTPUBEHHOTO M BHYTPHMBbILIEUHOr0 BBeeHHs, 30 Mr/mi
Batch No / : V230797 Batch Quantity / : 272727 ampules /
Cepus Ne Oo6bem cepuH 272727 amnyn
Analytical Report No / : 890001697872 Date of Analysis / : 30.10.2023

Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026

JlaTa npou3BoacTBa T'ogen xo

Analysis performed according ND / Ananns nposeaen no HJIL: JII1-001365-170222
Page4 of 5/ Crp. 4u3 5

13 Packaging / Ynakoeka

1 mL in class I light-shielding amber
glass ampoules (USP). A cut ring
and point in the upper part of
ampoule. A label is attached to
ampoule.

10 ampoules and a patient
information leaflet in a
PVC/aluminum blister.

1 blisters in a carton pack. /

[lo 1 wMn B aMnoynsl U3
CBETO3aIUTHOTO cTeKIa
kopuuHeBoro knacca I (USP). B
BepXHEH YacTH aMImysbl HaHECEHbI
KOJIBIO W TOuKka s pazioma. Ha
aMIyJly HAKIEUBAIOT ITUKETKY.

ITo 10 ammyn ¢ HMHCTpYKLMeH no
NPUMEHEHHUIO NOMEIA0T
B [IBX/anmomunueBslii 6uctep.

ITo 1 6nucTepy B MayKy KapTOHHYIO.

1 mL in class I light-shielding amber
or dark amber glass ampoules (USP).
A cut ring and point in the upper part
of ampoule. A label is attached to
ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blisters in a carton pack;

For in-patient facilities: 2, 3, 5 blisters
in a carton pack. /

Ilo 1 wMn B aMOydasl u3
CBETO3AIIUTHOTO CTEKJIA KOPHYHEBOT'O
WIM  TEMHO-KOPHYHEBOTO  LIBETa
kiacca I (USP). B BepxHeil uyactu
aMITyJbl HaHECEHbl KOJBLO U TOYKA
JUts paziioMa. Ha ammyity HakJIeHBaroT
ITUKETKY.

[To 10 amnyn ¢ MHCTPYKLMEH M0
NPUMEHEHHUIO MNOMELIAIOT
B [IBX/amoMuHueBBIH OnUCTEp.

ITo 1 6nucTepy B Ma4Ky KapTOHHYIO;
JUId  cTanuMoHapoB: mo 2, 3, 5
OJIHCTEPOB B NayKy KapTOHHYIO.

[To 1 6yucTepy B NayKy KapTOHHYIO.

14 Labelling / MapkupoBka

According to ND / B cootserctBuu ¢ H/I.

15 Storage conditions /
XpaHeHue

In a place protected from light below 25 °C. Do not freeze. / B 3auuineHHOM
OT CBeTa MecTe NpH TeMrepatype He Boille 25 °C. He 3aMOpaXXHBATE.

16 Shelf-life / Cpok roanocru

3 years. / 3 rona.

Remarks: The Product confirms to ND/
ITpumeuanue: I1poaykT coorBeTcTByeT TpebopanusM HJL

Conclusion: APPROVED /
3axuouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroeneno: Pardeep Mpoeepenq: Himesh Kumar | Ono6peno: Menenyep / Pykosoautens
Kumar i f C}éﬂ_g Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / '
Jara:30.10.2023 Jara: 30.10.2023 Jara: 30.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : / Ketorol (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ipoaykr: Keropon® (xeToposak) pacTBOp [Jisi BHYTPMBEHHOTO W BHYTPUMBIIIEYHOr0 BBeAEHH, 30 MI/mn
Batch No / : V230797 Batch Quantity / : 272727 ampules /
Cepus Ne Oobem cepHH 272727 amnyn
Analytical Report No / : 890001697872 Date of Analysis / : 30.10.2023
AHanuTHYeCKHi oTyeT Ne JaTa ananusa
Date of Manufacture / : 10-2023 Date of Expiry / : 09-2026
JlaTa npou3BoAcTBa T'ogen o

Analysis performed according ND / Ananns nposenen no HJI: JIT1-001365-170222

Page S of S/ Crp.5u3 5

API name / Hanmenosanue A®C:

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

INN / MHH:

Ketorolac / KetopoJak

API manufacturer batch number /
Homep cepun npoussoanrensi ADC:

ABQHO003814

FP Manufacturer API Batch number /

Howmep cepuu cybetanumnu npouspoauteas I'JId:

FEQA00498

API Manufactured by & country /
IMponspoautenr ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J1-p Peunu'c Jlabopatopuc Jlta., Meaus

Remarks: The Product confirms to ND/

Conclusion: APPROVED /

ITpumeuanue: IIpoaykr coorBeTcTBYET TpeboBanusM HJL

3akarouyenue: OJOBPEHO

Jara:30.10.2023

Jara: 30.10.2023

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: Pardeep Iposepeno: Himesh Kumar | Ono6peno: Menemkep / Pykosoautens
Kumar f o | Abhishek Chauhan| \
Reprint Date / Reprint Date / Reprint Date / ‘

Jlarta: 30.10.2023
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